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5) D Claim(s) is/are allowed. 

6) ^3 Claim(s) 90-96 and 113-131 is/are rejected. 
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DETAILED ACTION 

The examiner acknowledges receipt request for extension of time, declaration under 37 
CFR 1.132, amendment and remarks filed 3/16/09. Claim 1 18 is amended. Claims 90-96 and 
113-131 are pending. 

Claim Rejections - 35 USC § 103 

1 . The following is a quotation of 35 U.S. C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

2. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

3. Claims 90-96 and 113-131 remain rejected under 35 U.S.C. 103(a) as being unpatentable 
over Burnside et al. (US 6,322,819) in view of Swanson et al. (US 4,326,525) according to the 
rejections on record and reiterated herein. 
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Burnside discloses multiple pulsed dose drug delivery system (abstract) comprising a 
core (column 6, lines 52-56) that includes one or more amphetamine salts coated with immediate 
release coating and one or more amphetamine salts that are covered with enteric coating (column 
3, lines 25-48; column 4), and additives, the additives are binders, disintegration agent, filling 
agent, surfactant, solubilizers and stabilizers (column 6, line 64; column 7, lines 1,6, 11, 14 and 
18). Hydroxypropyl methylcellulose is an example of a binder additive (column 6, lines 63-67); 
cross-linked carboxymethylcellulose (AC-DISOL), sodium starch glycolate (EXPLOTAB), 
crosslinked polyvinylpyrrolidone (PLASDONE XL) are examples of disintegration agents 
(column 7, lines 1-5); mannitol, lactose, polyethylene glycol are few of the fillers in Burnside 
(column 7, lines 6-10); PLURONIC is a surfactant in Burnside (column 7, lines 10-13); 
methylphenidate is specifically disclosed as an amphetamine derivative (column 7, lines 48-55). 

The cross-linked carboxymethylcellulose (AC-DISOL), sodium starch glycolate 
(EXPLOTAB), crosslinked polyvinylpyrrolidone (PLASDONE XL) meet the limitation of the 
claimed disintegration agents. Claims 113 and 114 recite the properties of the composition and 
the recited properties are inherent to the composition. 

Claim 115 recites the characteristic of the particles and is met by the art. 

Claims 116 and 117 administer the composition of claims 90 and 93 to a person in need 
thereof to treat hyperactivity and since Burnside administers the dosage form and acknowledges 
that that methylphenidate can treat attention deficit hyperactivity (column 7, lines 51-55), the 
administered dosage would inherently treat hyperactivity and claims 116 and 1 17 are met. 

The prior art teaches the presence hydroxypropyl methylcellulose, cross-linked 
carboxymethylcellulose and sodium starch glycolate so that claims 122-125 are met. 
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The particles of Burnside are coated with hydrophilic or hydrophobic polymers namely 
hydroxypropyl methylcellulose polyvinylpyrrolidone, ethylcellulose, EUDRAGIT polymers and 
other enteric polymers (column 7, line 42 to column 8, line 45) meeting new claims 1 18-121. 

Burnside discloses a composition comprising disintegration agent and methylphenidate 
and the composition is multi-particulate with some cores coated with enteric coating material and 
others coated with immediate release coating materials. The formulation of Burnside does not 
contain tannic acid or tannin or gallotannin or gallotannic acid. 

However, Methylphenidate has been known to be formulated with tannic acid for 
controlled solubility of the methylphenidate according to Swanson (column 4, lines 45-49; 
column 7, line 16, 44; column 8, line 16). The claims recite ranges in amounts of 
superdisintegrants, hydrogel and tannic acid. However, there is no demonstration that the 
recited amounts provide unexpected results to the claimed dosage form. Specifically, Burnside 
is silent in the amounts of these ingredients, which implies that any amount in any combination 
would provide formulation for the effective release of methylphenidate. Claims 126-13 1 are 
compositions comprising various amounts of tannic acid, hydroxypropylmethylcellulose and 
hydroxypropylcellulose and superdisintegrants and in that wise are similar to claim 90 except for 
the specific hydrogel materials of hydroxypropylmethylcellulose and hydroxypropylcellulose 
claims. Furthermore, the claimed broad ranges suggest varied combinations in varied amounts. 
In the absence of factual evidence, the recited amounts of the hydrogel composition, the tannic 
acid and the superdisintegrants would not distinguish the claimed invention over the prior art. 

Therefore, taking the combined teachings of the prior art, one having ordinary skill in the 
art at the time the invention was made would have reasonable expectation of success that 
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inclusion of tannin or tannic acid into the composition of Burnside would provide controlled 
solubility of methylphenidate. 

Response to Arguments 

4. Applicant's arguments filed 3/16/09 have been fully considered but they are not 
persuasive. 

5. Applicant says that on September 24, 2008, applicant had submitted that the examiner 
had not established a prima facie case of obviousness based on Burnside and Swanson. The 
examiner also notes that a response to the arguments of September 24, 2008 was given in the 
office action of 1 1/17/08 at paragraph 5, beginning at page 5 and ending at page 8. 

6. a) Applicant says that 1 . 132 declaration by Vered Rosenberger shows that "gel 
formulation should contain superdisintegrant, tannic acid, and hydrogel in relative amounts 
within the respectively recited ranges to have good expansion and strength suitable for use as 
gastric retention vehicle," and that Table 1 of the 132 declaration shows that an overall 
expansion and strength was obtained with about 4% to 8% tannic acid and about 30% + 2% 
croscarmellose sodium disintegrant; that Table 2 of the 132 declaration shows that formulations 
having no tannic acid exhibited no expansion; and that declarant's experience is that the amount 
of tannic acid can be decreased to about 2% provided that the amount of the superdisintegrant is 
increased to greater than about 32% and the relative amounts of Klucel and Methocel are 
adjusted. 

7. With respect to applicant's arguments in a), the examiner will address the 132 declaration 
under a separate heading. However, claim 90 recites a range of about 2% to about 12% for the 
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tannic acid, about 10% to about 75% superdisintegrant and about 20 to about 70%> of hydrogel 
while the data in the declaration uses specific superdisintegrants and specific hydrogel polymers 
so that the data in the Tables represents specific composition that is different from claim 90. 
Also the tannic acid range of 4-8% is within the recited range but there are no points outside of 
the ranges to show the effect. Thus, the data is not commensurate with the claims because 
applicant has not showed that other superdisintegrant will or will not produce the expected 
expansion when combined with tannic acid. 

8. b) Applicant argues that the combination of Burnside with Swanson would not have 
rendered the claimed composition obvious because the skilled artisan would not have expected 
that relative amounts of superdisintegrant, tannic acid and hydrogel would affect the expansion 
and strength of gel formulation and because the experimental data demonstrates gel formation 
must contain relative amounts of superdisintegrant, tannic acid and hydrogel. The examiner 
disagrees. The composition in claims 90 and 93 are not gels. Swanson and Burnside teach 
methylphenidate compositions so that the combined composition of Swanson and Burnside 
would have the same utility and the artisan has the skills of using appropriate amounts of 
superdisintegrant, tannic acid and hydrogel to produce composition where the methylphenidate 
exhibits controlled solubility in the presence of the tannic acid. The properties of tannic acid 
and superdisintegrants would be the same in the claimed composition and the disclosed 
composition since compounds and/or products cannot be separated from their properties. 
Because the specific compositions in the data are not commensurate with the claimed 
compositions as it regards the % range of the tannic acid in the claims v. the data and the specific 
superdisintegrants in the data v. the generic disintegrants in the claims, it is noted that the data 
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does not provide unexpected results over the combined composition derived from the teachings 
of Burnside in view of Swanson when compared with what is claimed. 

9. Claims 90, 93, 116 and 117 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Burnside et al. (US 6,322,819) in view of Swanson et al. (US 4,326,525) and further in view 
of Baker et al. (US 5,874,090). 

Burnside in view of Swanson has been shown above to render obvious claims 90 and 93 
obvious. While Burnside recognizes that methylphenidate is indicated in the treatment of 
attention deficit hyperactivity disorder (column 7, lines 51-55), Burnside does not specifically 
describe treating attention deficit disorder. However, Baker teaches that methylphenidate can be 
administered to a subject in need thereof to treat hyperactivity (claims 1-10 and 16). Therefore, 
taking the teachings of Burnside, Swanson and Baker together, the person of ordinary skill in the 
art at the time the invention was made would have reasonable expectation of success that 
administering the composition of Burnside containing the tannic acid of Swanson to person in 
need thereof, would treat hyperactivity as suggested by Baker. 

Response to Arguments 

10. Applicant's arguments filed 3/16/09 have been fully considered but they are not 
persuasive. 

1 1 . Applicant argues claims 90 and 93 are not obvious over Burnside in view of Swanson, 
that Baker does not teach inclusion of hydrogel, superdisintegrant and tannic acid in its 
formulation, Baker does not provide what is missing in Burnside and Swanson and that since the 
base claims 90 and 93 are not obvious over Burnside, Swanson and Baker, method claims 90 and 
93 that depend on the base claims 90 and 93 are not also obvious. 
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12. The examiner disagrees. Burnside teaches composition comprising methylphenidate and 
hydrogel polymer. Swanson was relied upon for teaching that tannic acid controls the solubility 
of methylphenidate. The artisan has the capability of formulating compositions containing 
methylphenidate, tannic acid and hydrogel polymers in amounts that would produce composition 
in which the solubility of the methylphenidate is controlled. Methylphenidate is known to treat 
attention deficit hyperactivity and since Burnside administers the composition, the dosage form 
would inherently treat hyperactivity. However, Baker positively teaches that methylphenidate is 
administered to treat hyperactivity. Thus, Baker is not relied upon to provide a teaching of 
including hydrogel, superdisintegrant and tannic in a composition. Therefore, the base claims 
having been shown to be obvious over Burnside in view of Swanson, the method claims 116 and 
1 17 are also obvious over Burnside in view of Swanson and further in view of Baker. 

13. Declaration under 37 CFR 1.132 by Vered Rosenberger, Ph.D. 

14. The declaration under 37 CFR 1.132 filed 3/16/09 is insufficient to overcome the 
rejection of claims 90-96 and 113-131 based upon Burnside in view of Swanson and Burnside in 
view of Swanson and further in view of Baker as set forth in the last Office action because: the 
data in the declaration is not commensurate with the claims. For example, claims 90 and 93 
used generic hydrogel and the composition in the declaration uses specific hydrogel, Klucel and 
Methocel; claims 90 and 93 use generic superdisintegrants and the composition in the declaration 
uses specific disintegrant, croscarmellose; the declarant says that optimum expansion and 
strength is achieved with about 4% to about 8% tannic acid and 28% to 32% superdisintegrant, 
which in the declaration is specific to croscarmellose, while claims 90 and 93 recite a range of 
about 2 to about 12% tannic acid and about 10 to about 75% of broad/generic superdisintegrant. 
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Even if the tannic acid amount is increased to 12%, it does not address the recited range of about 
2 to about 12% ; and even if the % of the specific superdisintegrant is greater than about 32%, it 
does not address the range of about 10 to about 75% for the generic superdisintegrant. 

No claim is allowed. 

1 5 . THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to BLESSING M. FUBARA whose telephone number is (571)272- 
0594. The examiner can normally be reached on 7 a.m. to 5:30 p.m. (Monday to Thursday). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on (571) 272-0616. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



/Blessing M. Fubara/ 
Examiner, Art Unit 1618 



